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DETAILED ACTION 

Claims 1-11 are pending and under examination. 
Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 3/22/10 was filed after 
the mailing date of the non-final Office Action on 12/28/09. The submission is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Withdrawn rejections: 

Applicant's amendments and arguments filed 5/28/10 are acknowledged and 
have been fully considered. Any rejection and/or objection not specifically addressed 
below is herein withdrawn. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-11 remain rejected under 35 U.S.C. 102(b) as being anticipated by Hind 
(US 5411738) as evidenced by MedlinePlus Medical Encyclopedia: Neuralgia and 
Rowbotham et al. (Brain 1996, 119, 347-345) (Applicant supplied IDS filed on 1 1/3/09). 

Hind discloses methods for treating nerve injury such as post-herpetic neuralgia 
with topical application of lidocaine to the skin at the site of the pain (Abstract and 
claims 1-8). It is inherent in the method of Hind that a patient is identified as having 
neuropathically induced negative sensory phenomena and the location is identified 
because, as evidenced by Rowbotham et al., the pain and negative sensory 
phenomena are intimately tied together. Perfoming the method of Hind inherently treats 
all symptoms, including numbness, of the disorder. It must. Hind uses the same 
compound as instantly claimed and it is well known that: "A chemical composition and 
its properties are inseparable. Therefore, if the prior art teaches the identical chemical 
structure, the properties applicant discloses and/or claims are necessarily present." In re 
Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 

The teachings of Rowbotham et al. clearly state that in post herpatic neuralgia, 
patients " demonstrated deficits in the perception of single gentle touches, 
pinprick, heat and cold which were greatest in the centre of the painful area and 
faded toward the boundary between involved and normal skin ." (page 347, right 
column; Examiner added emphasis). Thus the patients had pain and loss of sensory 
perception simultaneously in the same location and, in the method of Hind, application 
of lidocaine to the skin at the site of the pain would simultaneously treat the pain and 
negative sensory phenomena. The Examiner is interpreting "deficits in the perception of 
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single gentle touches" to mean numbness because Applicant states that numbness is a 
sensory deficit such as a decreased ability to feel light touch (page 1 , [0002, 001 1] of 
the instant specification). In addition, as evidenced by MedlinePlus Medical 
Encyclopedia: Neuralgia, which is also known as postherpetic neuralgia, the symptoms 
include pain and numbness of the affected skin area (See symptoms pages 1-2 of 4). 
Therefore, it is the Examiner's position that simply by identifying a patient with post 
herpatic neuralgia, where one of the symptoms is numbness, then numbness is also 
inherently identified and treated by application of the lidocaine to decrease the 
numbness in the patient. It is simply inherent in the method of Hind. Numbness is a 
neuropathically-induced negative sensory phenomena (See [0011] pages 3-4 of the 
instant specification). Therefore, the method of Hind inherently treats any 
neuropathically-induced negative sensory phenomena, such as numbness, because it is 
a symptom and associated with the disorder and instant claims 1-4 and 9-11 are 
anticipated. Hind discloses applying a patch which anticipates instant claim 5 (claims 2- 
6). Hind discloses from about 1-20% lidocaine which anticipates instants claim 6 and 7 
(claim 5). Hind discloses a lidocaine patch with a non-woven polyester backing which 
anticipates instant claim 8 (column 15, lines 11-16 and claim 3). Hind discloses a 
method in column 15, lines 11-26: 



Application/Control Number: 10/722,737 Page 5 

Art Unit: 1616 

Study Drug and Placebo 

Lidocaine patches (LModerm Patch) contain an ad- 
hesive of 5% Idocaine base (700 mg/patch), water, 
glycerin, D-sarbltol, sodium polyaerylaie, sodium car- 
boxymethylcelMose, propylene glycol and other ingre- !: 
dienis on a non-woven polyester backing. Vehicle pla- 
cebo patches are identical except for the absence of 
lidocaine. The size of a single patch is iOX 14 cm. 

Patch Application 

Prior to patch application, the painful area to be 21 
treated was marked and then photographed based on 
the subject's report of (I) the borders of the area of 
sensory abnormality, and (2) the area of greatest pain. 
Up to 3 patches were apphed to cover the area of great- 
est pain as My as possible witfara the limit of 420 cm 2 2: 
Of patch area. 

Since 'backing' is being interpreted to mean a cover and any numbness is 
inherently treated by the method and instant claims 1-1 1 are anticipated as discussed 
above. 

Response to arguments: 

On the one hand Applicant asserts that: "Basing a rejection on the doctrine of 
inherent anticipation is an acknowledgement that a primary reference does expressly 
disclose all the elements of an applicant's claims." This is correct. An anticipation 
rejection inherently meets all the limitations of the claim. On the other hand Applicant 
argues that Hind does not explicity disclose a method for treating the indications of 
neuropahtically induced sensory phenomena or numbness in patients and "somehow 
inherently involve treating "neuropathically-induced sensory phenomena" or "numbness" 
to restore sensation with the anesthetic compositions". Applicant asserts that Hind fails 
to satisfy the burden that an element is necessarily present because "neuropathically- 
induced sensory phenomena" or "numbness" are separate symptoms and may be 
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entirely absent in patients suffering from post-herpetic neuralgia and therefore are not 
necessarily present in patients suffering from post herpetic neuralgia. Respectfully, the 
Examiner cannot agree. Applicant's own cited art, namely Hariharasubramanian 
teaches that symptoms of neuropathic pain are often associated with numbness 
(Abstract of reference AS). Woolf et al. (reference AT) teach on page 1959: 

■cmqjiHWM w»**..s«ti v« ujc tetsum tKSWU^ IfSIQIl — 2JK1 

complex cointunstion of jgggM^ sgmgEoms or seasory 
XttKSive iympmais that iachsce dyKwrtasrisL, $ftra$&esi&, 

Woolf et al. clearly link sensory deficits such as complete loss of sensation, 
which is numbness, with neuropathic pain. While Applicant argues that "neuropathically- 
induced sensory phenomena" or "numbness" are not necessarily present in patients 
with post-herpetic neuralgia, the Examiner has shown cases where it is present. 
Furthermore, as Applicant recognizes, Hind teaches that: "PHN patients nearly always 
have a sensory deficit in the region obtained (column 1 , lines 28-30). Thus Hind 
recognized and includes those patients with sensory deficits. The present claims 
do not distinguish between the patient populations. Applicant asserts an error in the 
Medline reference but this is merely opinion without objective evidence. Contrary to 
Applicant's opinion, the Rowbotham reference indicates that the pain and the numbness 
are co-extensive with the post-herpetic condition. This is acknowledged by Applicant in 
recognizing the peer reviewed work of Rowbotham. Respectfully, the Examiner does 
not find these arguments persuasive and the rejection is maintained. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-11 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 

Hind (US 541 1738 (IDS filed on 4/30/04) in view of Wolicki (US 2004/0101582) as 

evidenced by MedlinePlus Medical Encyclopedia: Neuralgia and Rowbotham et al. 

(Brain 1996, 119, 347-345) (Applicant supplied IDS filed on 11/3/09). 

Applicant claims a method for treating neuropathically-induced negative sensory 
phenomena comprising applying an anesthetic topically to the skin of a patient suffering 
from neuropathic negative sensory phenomena at or near the locus of the negative 
sensory phenomena. 

Determination of the scope and content of the prior art 
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(MPEP 2141.01) 

The references of Hind, Rowbotham et al., and MedlinePlus are discussed in 
detail above and those discussions are hereby incorporated by reference. 

Wolicki teaches in claim 6 the equivalence of various benzoic acid derivatives for 
the treatment of neuropathy: 

J $. The topical composition of claim 2, wherein said 
additional ingredient is selected from, the group consisting 
of; capsaicin, lidocaiae, bripivseaiae, mepivacaine, ropiv- 
aeaine, tetracaine, e&dceaine, eMoropfocaine, pfikseaice, 
p Dt tint beiszoc dibiicalne, dyclonine b ■ ochl ride 
pramoxiae hydrochloride, benzoeaics, acd proparacaice. 

Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

1 . The difference between the instant application and Hind is that Hind do not 
expressly teach various benzoic acid derivatives in the method. This deficiency in Hind 
is cured by the teachings of Wolicki. 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add other benzoic acid derivatives, as suggested by 
Wolicki, to the method of Hind and produce the instant invention. 
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One of ordinary skill in the art would have been motivated to do this because the 
art teaches the benzoic acid derivatives to be equivalent in methods of treating 
neuropathy. The expected result remains treatment of the neuropathy. 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Response to arguments: 

First, Applicant asserts that the Medline is not prior art and that Medline cannot 
be used under 35 USC 102. Respectfully, the Examiner cannot agree. From MPEP 
21 31 .01 III: Also note that the critical date of extrinsic evidence showing a universal fact 
need not antedate the filing date. See MPEP § 2124. The rejection is proper as the 
Examiner stated in the last response. 

Second, Applicant argues that the obviousness rejection improperly relies on the 
doctrine of inherent anticipation. This is incorrect as the Examiner has brought in the 
reference of Wolicki (US 2004/0101582) for the teaching of benzoic acid derivatives 
that are not taught by the primary reference. 
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Third, Applicant argues that the claims are not obvious over the combination of 
references. The Examiner cannot agree for the reasons set forth supra and has set forth 
a proper prima facie case above. 

Fourth, Applicant asserts that one of ordinary skill in the art would not be 
motivated to perform the claimed methods or have a reasonable expectation of success 
because nothing in the cited references suggests that a topically applied anesthetic can 
cause sensation to return or improve tactile response and sensory loss in patients with 
neuropathically induced negative sensory phenomena or numbness of the skin. First of 
all, the practitioner following the methods of Hind already performs the instant method 
and secondly such an argument is pointless and brings into question enablement issues 
because neither has Applicant shown any objective evidence to demonstrate it works. It 
remains the Examiner's position that this is simply a method of treating a painful 
neuralgia in the disguise of treating a symptom of the disorder. 

No unexpected results have been shown. Synergy has not been argued. 
Respectfully, Applicant's arguments are not persuasive and the claims remain rejected. 
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Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (7:15 am-4:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Ernst V Arnold/ 

Primary Examiner, Art Unit 1616 



